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DETAILED ACTION 

This Final Office Action is responsive to Applicant's amendment submitted June 2, 2004. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112. 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1-30 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which Applicant regards as 
the invention. 

Claim 1 is confusing as it is unclear what process is being claimed. It is unclear whether 
"determining an optical density" is a part of, or is in addition to, "performing an HCV antibody- 
based assay." It is unclear whether "using said determined optical density ..." is intended to 
represent an active process step or is intended to be language correlating the result of the final, 
"determining," step with the preamble. 

Claim 2 is confusing because it recites "said optical density determining step occurring 
only on said samples testing positive said HCV antibody-based assay" since the only "antibody 
based assays" disclosed also involve determining optical density as apart of an immunoassay 
that uses HCV antigens to determine the presence of HCV antibodies in samples. 

Claim 12 is indefinite because the only process step recited is that of "measuring 
the optical density of said fluid sample." Since a method claim is defined by process 
steps, no meaningful method or assay is represented by merely measuring optical 
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density of a fluid sample. Claims 15-18 are indefinite because each recites a particular optical 
density value ('less than 1 .0"; " less than 2.35"; greater than about 2.35"; and "greater than 3.0"; 
respectively). An optical density value standing alone is meaningless, since optical density 
values obtained in the course of performing assays depend on, inter alia, wave length settings 
and sample dilutions. 

Claim 19 is indefinite because it recites ''contacting said fluid sample with HCV 
antibodies to form a solution." It is not clear what method step Applicant intends to 
claim. Relying on the specification to help interpret the claim, it is noted that the 
specification teaches, in Example 1, performing a second test using HCV antigen to 
detect anti-Hcv antibodies on samples that had tested positive for anti-Hcv antibodies 
in a first test. It is possible that Applicant intended "contacting ... HCV antigen" rather 
than "HCV antibodies." 

Claims 22-25, like claims 15-18, are indefinite because each recites a particular 
optical density value ("less than 1 .0"; " less than 2.35", greater than about 2.35"; and "greater 
than 3.0"; respectively). An optical density value standing alone is meaningless, since optical 
density values obtained in the course of performing assays can only be interpreted by one with 
knowledge of such pertinent information as sample dilutions or the wavelength settings that are 
determined by the color of the product formed. 

Claim 26 is confusing as it is unclear what process is being claimed. It is unclear 
whether "measuring the optical density" is a pad of, or is in addition to, "performing an 
antibody-based assay." Further, claim 26 recites in the preamble "A method of testing 
for chronic HCV infection ..." but does not recite any ianguage that would correlate the 
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results of the final "measuring' step with the preamble. Lacking such language, the claim is 
incomplete. 

While the claims are indefinite as discussed above, to the extent that at least some of the 
claims are understood generally to be drawn to a method of correlating a relatively high amount 
of anti-Hcv antibody in a patient sample to the probability that the patient has chronic HCV, the 
following rejection over prior ait is offered. 



Claim Rejections - 35 USC §103 
The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claims 1, 4-11, 12-14, and 26-30 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over WO 00/26673, Scheffel et aL. 

Scheffel et al. disclose the correlation of sustained high titers of anti-Hcv antibody to 
HCV E2 antigen with chronic HCV infection (see, e.g., page 1 1 , lines 1-9). Samples were 
initially tested for the presence of anti-Hcv antibody by commercially available EIA (see page 
17, Assay, lines 22-27) and samples testing positive were then further tested to determine the 
levels, or titers, of anti-Hcv antibodies (see page 17, Assay, lines 14-22, Table 1, column headed 
"PEAK E2 UNITS). Scheffel et al. teach obtaining results of an ELISA using a chromogenic 
substrate in which the appropriate signal output equates to optical density value of a neat or 
diluted test sample, and constructing a reference curve from which antibody can be quantified 
(see page 13, lines 6-22), as well as testing samples from patients with known chronic and self- 
limiting HCV infections to establish a "cutoff value so that correlation values can be established 
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such that one could draw a reasonable conclusion as a patient's HCV status from a single data 
point (page 12, lines 13-28, e.g.). Scheffel et al. differ from Applicant's claimed method only by 
disclosing the correlation of the amount of HCV E2 antibodies with chronic infection', however, 
Applicant's claims recite anti-Hcv antibodies broadly and do not distinguish over the teachings of 
Scheffel. It would have been obvious to one of skill in the ait to detect levels or amounts or 
titers of anti-Hcv antibodies in patient samples, using methods that employ an optical density 
reading to indicate the antibody levels, amounts, or titers, and to correlate a relatively high 
amount of anti-HCV antibodies with a high likelihood of the presence of chronic HCV, and a 
relatively low amount of anti-HCV antibodies with a lower likelihood of chronic HCV, based on 
the teachings of Scheffel et al. regarding anti-HCV E2. 

Note that although Scheffel et al. does not expressly teach determining optical density 
only on samples that are positive of HCV antibodies, it would have been obvious to one of 
ordinary skill in the art, to include this step. Scheffel et al. is drawn to detecting chronic HCV 
infection. Therefore, on of ordinary skill would have been motivated to exclude sampling 
individuals who are free of HCV infection. Performing an HCV antibody assay is one obvious 
means of accomplishing this. Therefore, one of ordinary skill in the art would have been 
motivated to use an antibody-based assay to exclude non-HCV infected individuals from 
Scheffel et al.'s method of detecting chronic HCV in order to provide a useful patient sample. 

Claims 15-18, and 22-25 are not included in this rejection only because they 
are so unclear as explained above. 
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Response to Arguments 

The rejection of claims 1-30 under 35 U.S.C Section 1 12, second paragraph is 
maintained. Applicants argue claims 1 and 26 are definite because it requires performing each of 
four independent steps. While this may be true, it is not clear how each step relates to the 
claimed method. In particular, it is unclear how "performing an HCV antibody-based assay" 
contributes to identifying chronic HCV since chronic HCV is being identified by optical density. 
Note that this rejection may be overcome by amending claim 1 to recite the limitations of claim 
2, and canceling claim 2. Note that the rejection of claim 2 as being indefinite is withdrawn in 
view of Applicant's remarks. 

The rejection of claims 3 and 19 is withdrawn in view of Applicant's amendment. 

The rejection of claim 12 is maintained. Applicant argues this rejection should be 
withdrawn because the claim unambiguously requires two distinct steps. The Examiner 
respectfully submits indefiniteness does not turn on the number of steps in a method. Claim 12 
is a method for predicting chronic HCV infection comprising measuring the optical density of a 
fluid sample from an individual, and correlating the measured optical density with the probability 
that the individual has chronic HCV. It is unclear how Applicant's correlating step predicts 
chronic HCV since the method correlates optical density with a value that the method is 
attempting to predict. Accordingly, the rejection of claim 12 is maintained. 

The Examiner notes that the specification shows that Applicant's method predicts chronic 
HCV by comparing the optical density of a sample, to a standard optical density value from 
individuals known to have chronic HCV (p. 4, lines 6-15). Thus, Applicant may want to 
consider amending claim 12 as follows: "correlating said measured optical density with a 
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predetermined standard optical density value derived from individuals known to have chronic 
HCV infection/' 

The rejection of claims 15-18 and 22-25 is maintained. Applicant argues this rejection 
should be withdrawn because one of ordinary skill in the art would know the scope of the claim 
because they would be guided by positive and negative controls, and instructions from a 
commercially available kit. This argument is not persuasive because the claims do not require 
positive and negative controls or a commercially available kit. Therefore, these limitations do 
not define the scope of the claim. Because claims 15-18 remain indefinite, their rejection is 
maintained. 

The rejection of claims 1,4-11, 12-14 and 26-30 under 35 U.S.C. § 103(a) is maintained. 
Applicant argues the present amendment overcomes the rejection because the prior art (Scheffel 
et al. WO 00/26673) does not teach an assay that is capable of detecting more than one HCV 
antibody. The Examiner respectfully submits this amendment does distinguish Applicant's 
method from the art. First, the amendment does not present an affirmative step wherein more 
than one antibody is detected. Second, the claims do not actually require performing an antibody 
assay since the probability of chronic HCV infection is based on optical density. Moreover, as 
mentioned above, the step of performing an antibody-based assay lacks a connection to the other 
steps. Therefore, requiring that the immunoassay can detect more than one antibody does not 
distinguish Applicant's method from the art. 
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Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed unt il after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1. 136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutoiy period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Tim Brown whose telephone number is (571) 272-0773. The 
examiner can normally be reached on Monday - Friday, 8am - 5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Housel can be reached on (571) 272-0902. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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